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Art Unit: 1618 

APPLICANT'S INVENTION 

1 . The instant invention is directed to a method of delivering a therapeutic agent to 
a desired location in the by administering a formulation comprising magnetic particles 
and at least one therapeutic agent and using a magnetic field to move a portion of the 
magnetic particle formulation to the desired location. 
Note : Claims 1-13 are pending. 


DOUBLE PATENTING REJECTIONS 

2. The nonstatutory double patenting rejection is based on a judicially created 
doctrine grounded in public policy (a policy reflected in the statute) so as to prevent the 
unjustified or improper timewise extension of the "right to iexclude" granted by a patent 
and to prevent possible harassment by multiple assignees. See In re Goodman, 1 1 
F.3d' 1046. 29 USPQ2d 2010 (Fed. Cir. 1993); In re LongI, 759 F.2d 887. 225 
USPQ 645 (Fed. Cir. 1985); In re Van Ornum, 686 F.2d 937, 214 USPQ 761 (CCPA 
1982); In re Vogel, 422 F.2d 438, 164 USPQ 619 (CCPA 1970); and In re Thorington, 
418 F.2d 528, 163 USPQ 644 (CCPA 1969). 

A timely filed terminal disclaimer in compliance with 37 CFR 1 .321 (c) may be 
used to overcome an actual or provisional rejection based on a nonstatutory double 
patenting ground provided the conflicting application or patent is shown to be commonly 
owned with this application. See 37 CFR 1.130(b). 
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Effective January 1 , 1994, a registered attorney or agent of record may sign a 
terminal disclaimer. A terminal disclaimer signed by the assignee must fully comply with 
37 CFR 3.73(b). 

3. Claims 1 , 2, and 1 1 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable overclaim 1 of U.S. Patent 
No. 6.135,1 18. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because both sets of claims are directed to using a magnetic 
fluid containing formulation, administering it to the eye, and using a magnetic field (i.e., 
applying a magnetized scleral buckle to the eye) to move the formulation to the desired 
location. The claims differ in that the instant invention specifically states that at least 
one therapeutic agent is present while the patented invention does not specifically state 
that such agent is present. However, a skilled practitioner in the art would recognize 
that a treatment process (see patented claim 1 ) involves a therapeutic agent. Hence, a 
therapeutic agent is inherent in the patented formulation. 

4. Claims 1 and 1 1 are provisionally rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claim 1 of copending 
Application No. 1 1/010,567. Although the conflicting claims are not identical, they are 
not patentably distinct from each other because both sets of claims disclose a method 
wherein a magnetic formulation is utilized and its placement is controlled once 
administered to the subject. The claims differ in that the claims of the instant invention 
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specifically state that a magnetic field is used to move a portion of the magnetic 
formulation to the desired location and that at leas one therapeutic agent is present. 
The claims of 1 1/010,567 do not exclude the presence of a therapeutic agent. 
Furthermore, a skilled practitioner in the art would recognize that a method of medical 
repair of living tissue is simply a method of treating a subject in need of medical repair 
of living tissue. Thus, since a treatment process involves administering a therapeutic 
agent to a subject, it would be obvious to incorporate a therapeutic agent in the 
magnetic particle formulation. 

This is a provisional obviousness-type double patenting rejection because the 
conflicting claims have not in fact been patented. 

5. Claims 1 and 1 1 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable overclaim 1 of U.S. Patent 
No. 6,749,844. Although the conflicting claims are not identical, they are not patentably 
distinct from each other because both sets of claims are directed to administering a 
magnetic particle formulation to a subject and applying a magnetic field (i.e., 
magnetized scleral buckle) to move a portion of the magnetic particle formulation to a 
desired location. The claims differ in that the claims of the instant invention specifically 
state that a therapeutic agent is utilized. However, a skilled practitioner in the art would 
recognize that a method of treating retinal detachment in the eye involves administering 
a therapeutic agent since a treatment process involves the use of a therapeutic agent to 
treat the condition. 
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6. Claims 1 and 11-13 are rejected under the judicially created doctrine of 
obviousness-type double patenting as being unpatentable over claims 1 and 5 of U.S. 
Patent No. 6,612,31 1 . Although the conflicting claims are not identical, they are not 
patentably distinct from each other because both sets of claims are directed to 
delivering a compound comprising magnetized particle formulation and transporting the 
formulation to the desired location. The claims differ in that those of the instant 
invention specifically state that a therapeutic agent is present. However, it would be 
obvious to one of ordinary skill in the art to incorporate a therapeutic agent because 
patented claim 5 discloses that the magnetized particle formulation may be a 
radiotherapeutic. 

112 FIRST PARAGRAPH REJECTION 

7. The following Is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the 
manner and process of making and using it, in such full, clear, concise, and exact 
terms as to enable any person skilled in the art to which it pertains, or with which 
it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

8. Claims 1-13 are rejected under 35 U.S.C. 112, first paragraph, because the 
specification, while being enabling for the therapeutic agent, anti-VEGF (see Example 1, 
in specification), does not reasonably provide enablement for all therapeutic agents. 
The specification does not enable any person skilled in the art to which it pertains, or 
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with which it is most nearly connected, to mal<e and use the invention commensurate in 
scope with these claims. 

There are several guidelines when detenninirig if the specification of an 
application allows the skilled artisan to practice the invention without undue 
experimentation. The factors to be considered in detemiining what constitutes undue 
experimentation were affirmed by the court in In re Wands (8 USPQ2d 1400 (CAFC 
1 986)). These factors are (1 ) nature of the invention; (2) state of the prior art; (3) level 
of one of ordinary skill in the art; (4) level of predictability in the art; (5) amount of 
direction and guidance provided by the inventor; (6) existence of working examples; (7) 
breadth of claims; and (8) quantity of experimentation needed to make or use the 
invention based on the content of the disclosure. 

(1) Nature of the invention 

The claims are directed to a method of delivering a therapeutic agent to a desired 
location as set forth in independent claim 1 wherein a magnetic particle formulation is 
administered to a subject and a magnetic field is used to move at least a portion of the 
magnetic particle formulation to the desired location within the eye. 

(2) State of the prior art 

The references of record do not indicate which specific therapeutic agents or 
class of therapeutic agents are useful with the claimed invention. 

(3) Level of one of ordinarv skill in the art 

The level of one of ordinary skill in the art is high. Independent claim 1 
encompasses a vast number of possible therapeutic agents. 
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(4) Level of predictability in the art 

The art pertaining to the therapeutic agents is highly unpredictable. Determining 
the various types of therapeutic agents or class of therapeutic agents that are useful in 
nuclear spin tomography requires various experimental procedures and without 
guidance that is applicable to all therapeutic agents, there would be little predictability in 
performing the claimed invention. 

(5) Amount of direction and guidance provided bv the inventor 

Independent claim 1 encompasses a vast number of therapeutic agents. 
Applicant's limited guidance does not enable the public to prepare such a numerous 
amount of therapeutic agent combinations. There is no directional guidance for a 
therapeutic agent except at-VEGF as set forth in Example 1 of the specification. Hence, 
there is no enablement for all possible permutations and combinations of the 
therapeutic agents. 

(6) Existence of working examples 

Independent claim 1 encompasses a vast number of therapeutic agent 
combinations. Applicant's limited working examples do not enable the public to prepare 
such a numerous amount of agents. While Applicant's claims encompass a plethora of 
possible therapeutic agents, the specification provides only for anti-VEGF as set forth in 
Example 1 of the specification. 

(7) Breadth of claims 

The claims are extremely broad due to the vast number of possible therapeutic 
agents known to exist. 
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(8) Quantity of experimentation needed to make or use the invention based on the 
content of the disclosure 

The specification does not enable any person skilled in the art to which it pertains 
to make or use the invention commensurate in scope with the claims. In particular, the 
specification fails to enable the skilled artisan to practice the invention without undue 
experimentation. Furthermore, based on the unpredictable nature of the invention, the 
state of the prior art, and the extreme breadth of the claims, one skilled in the art could 
not perform the claimed invention without undue experimentation. 

112 SECOND PARAGRAPH 

9. The following is a quotation of the second paragraph of 35 U.S.C. 112: 

The specification shall conclude with one or more claims particularly pointing out and distinctly 
claiming the subject matter which the applicant regards as his invention. 

10. Claims 1-13 are rejected under 35 U.S.C. 112, second paragraph, as being 
indefinite for failing to particularly point out and distinctly claim the subject matter which 
applicant regards as the invention. 

Claims 1-13 : The claims as written are ambiguous because one cannot readily 
ascertain what therapeutic agents Applicant intends to be compatible with the instant 
invention (see independent claim 1 ). In addition, it is unclear what type of magnetic field 
Applicant is referring to that is used to move the magnetic particles (see independent 
claim 1). Please clarify in order that one may readily ascertain what is being claimed. It 
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should be noted that since one could not ascertain what is being claimed in independent 
claim 1 , all claims depending thereon are also ambiguous. 

103 REJECTION 

1 1 . The following is a quotation of 35 U.S.C. 103(a) which fonns the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

12. Claims 1-3 and 5-12 are rejected under 35 U.S.C. 103(a) as being unpatentable 
over Stevenson et a! (Journal of Magnetism and Magnetic Materials, 2001, 225(1-2), 
47-58) in view of Dailey et al (Journal of Magnetism and Magnetic Materials, 1999, 194 
(1-3). 140-148). 

Stevenson et al disclose magnetic cobalt dispersions in poly(dimethylsiloxane) 
fluids that are used in the treatment of retinal detachments (see entire document, 
especially, abstract). Stevenson et al disclose various magnetic particle formulations 
such as the synthesis of a cobalt magnetic fluid stabilized with )5530 g/mole PDMS( - 
(5000 g/mol PCPMS) - (5530 g/mol PDMS) block copolymer in toluene (pages 49-50, 
section 2.4; see also the fomiulations on page 50, sections 2.5 and 2.6; page 55, Table 
2). Stevenson et al fail to specifically state that a therapeutic agent is present in the 
magnetic particle formulation. 
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Dailey et al disclose the use of a magnetic fluid formulation for repairing retina 
detachment the formulation is administered to a subject and a magnetize encircling 
scleral buckle is used to move the formulation to the desired location. Dailey et al 
disclose that a formulation may be placed insider the vitreous cavity. In addition, it is 
disclosed that with the appropriate magnetic fluid inside the vitreous cavity, the 
encircling magnetized scleral buckle and magnetic fluid would produce a ring of silicone 
oil in apposition to the retinal periphery. As a result, the central vitreous cavity would be 
free of the magnetic fluid, and there would be no contact between the magnetic fluid 
and the lens, anterior chamber stmctures, or macula which would avoid the 
complications of currently available treatment modalities (see entire document, 
especially, abstract; pages 140-141, bridging paragraph; pages 141-142, bridging 
paragraph). Furthermore, it is disclosed that the magnetic formulation may comprise 
nickel particles (page 142, columns 1-2, bridging paragraph). 

It would have been obvious to one of ordinary skill in the art at the time the 
invention was made to modify the invention of Stevenson et al using the teachings of 
Dailey et al and generate a method of delivering a therapeutic agent comprising a 
magnetic particle formulation and at least one therapeutic agent as set forth in 
independent claim 1 because (a) Stevenson et al disclose a magnetic cobalt formulation 
that is administered to a subject in the treatment of retinal detachments, (b) Stevenson 
et al disclose in its conclusions on page 58 (first complete paragraph) that a drop of the 
magnetic polymeric fluid would be introduced into the vitreous cavity and held at the site 
of a retinal hole by encircling magnetic scleral buckle. Thus, since the magnetic particle 
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formulations contain other ingredients, those Ingredients may be considered to be 
therapeutic agents since there are no limitations placed on Applicant's therapeutic agent 
and the additional agents present in the fonnulatlons are used to obtain enhanced 
results. Dalley et a! is cited for its additional teachings involving the repairing of the 
retina using a magnetic particle fonnulatlon in combination with a magnetized encircling 
scleral buckle. In particular, It is disclosed that the desired location may be the macula 
and that the particle sizes may range from 4-10 nanometer. Furthermore, since both 

documents are directed to administering a magnetic particle formulation and using a 

( 

magnetic field to move a portion of the formulation to a desired location, the references 
may be considered to be within the same field of endeavor. Thus, their teachings are 
comblnable. 

1 3. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to D. L. Jones whose telephone number is (571) 272-0617. 
The examiner can normally be reached on Mon.-Fri., 6:45 a.m. - 3:15 p.m.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Thurman Page can be reached on (571) 272-0602. The fax phone number 
for the organization where this application or proceeding is assigned Is (571 ) 273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). 
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